Background {#Sec1}
==========

Policy- and decision-makers seek to improve the quality of healthcare provisions through the implementation of appropriate policies \[[@CR1]\]. The delivery of high-quality services and the improvement of performance are the main challenges of the healthcare system, with governments worldwide making considerable efforts to achieve this ambitious goal \[[@CR2]\]. On the other hand, better quality services is also among the requests and needs of the general public \[[@CR3], [@CR4]\]. Higher quality of healthcare services will satisfy both service providers and the public, besides curbing costs, increasing productivity, and leading to a better organisational performance \[[@CR5]\]. Concerns about the quality and safety of services, increased people's expectations about the health system and its performance, high costs, as well as medical errors have made policy- and decision-makers adopt a new approach to overcome these issues \[[@CR6], [@CR7]\].

One of the quality approaches that can improve the service level is clinical governance, introduced in 1998 by the Ministry of Health in the United Kingdom. This approach is aimed at making management more accountable, and at providing better quality of care. In clinical governance, all stakeholders are actively involved in the continuous improvement of services and delivery of high-quality care within an appropriate environment \[[@CR6], [@CR7]\]. Besides the United Kingdom, clinical governance has been implemented in a number of countries, including Indonesia, Canada, Australia and New Zealand, in an attempt to improve services, obtaining positive results \[[@CR8]--[@CR11]\].

Iran, like many countries, is working to provide high-quality care as one of the most important goals of the health sector. In this regard, it is trying to achieve a comprehensive quality management, implementation of clinical guidelines, and internal audits in order to improve the quality of services provided \[[@CR12]\]. However, following the implementation of accreditation in hospitals in Iran, a gap arose regarding the provision of quality services, for which policy- and decision-makers implemented clinical governance \[[@CR13]\].

In November 2009, under document number 388044, the Iranian Ministry of Health and Medical Education (MOHME) implemented clinical governance to standardise and improve clinical services, increase efficiency and reduce costs \[[@CR14]\]. Since then, a team dedicated to clinical governance, which includes experts and qualified members, has been working in all universities across the country. The team has run numerous quality promotion programmes that included goals such as increasing the satisfaction of hospital, clinic and family physicians, raising the motivation of employees and health system officials to provide optimal services, and implementing quality improvement mechanisms \[[@CR14]\]. The core of the programme was based on two key points -- collective responsibility and comprehensive reform of hospital structures. The first step of the programme was carried out in the form of 30 projects sponsored by WHO, which established a system of clinical governance in two hospitals in Tehran (Shariati and Roozbeh) \[[@CR15]\]. This section was under the supervision of the Deputy of Curative Affairs and had seven categories of activities, namely (1) involving patients, (2) risk management, (3) clinical audits, (4) clinical effectiveness, (5) personal development for practice team, (6) personnel management, and (7) proper use of information \[[@CR16]\].

The MOHME has asked the medical departments of universities to provide the necessary infrastructure to implement clinical governance in all hospitals \[[@CR17]\]. However, implementing any health policy is generally accompanied by specific problems. Recognising and responding to the challenges of any policy programme aid in its improvement and increased efficiency. Therefore, policy- and decision-makers should have a clear view of their policies \[[@CR18], [@CR19]\].

Following the implementation of clinical governance in Iran, various qualitative studies were conducted to address its barriers and challenges from the viewpoints of administrators, policy-makers, managers and healthcare workers. The results of these studies show diverse challenges that have led to some problems in the implementation of this policy.

The purpose of the present study was to investigate the challenges of the implementation of clinical governance in Iran through a meta-synthesis of published qualitative studies.

Methods {#Sec2}
=======

This meta-synthesis was registered in the International Prospective Register of Systematic Reviews (PROSPERO) database of the University of York (CRD42017079077). This study has been reported according to the Enhancing Transparency in Reporting the Synthesis of Qualitative Research (ENTREQ) guidelines \[[@CR20]\] (reported in Additional file [1](#MOESM1){ref-type="media"}).

Systematic reviews, by providing relevant evidence, play an important role in decision-making and represent potentially useful resources for the health sector \[[@CR21]\]. Qualitative studies utilise a set of techniques that deal with description and interpretation of social events and processes, and can provide in-depth and objective insights regarding experiences and points of view \[[@CR22]\]. The systematic review and meta-synthesis is a process based on the collection of all qualitative studies published on a given subject and their combination/integration. In this regard, it is possible to create new concepts and frameworks or models for that topic \[[@CR23], [@CR24]\].

Search strategy {#Sec3}
---------------

Review questions and formulation of the search strategy were conducted according to the Sample, Phenomenon of Interest, Design, Evaluation, Research type (SPIDER) mnemonic, which represents an efficient tool for organising a search strategy of qualitative investigations \[[@CR25]\]. Table [1](#Tab1){ref-type="table"} shows the SPIDER elements adopted in the present study.Table 1Elements of Sample, Phenomenon of Interest, Design, Evaluation, Research type (SPIDER) mnemonic adopted in this review for strategy searchElements of SPIDERElements of SPIDER as applied to current studyS -- SampleManagers, physicians, nurses, policy- and decision-makers, other stakeholdersPI -- Phenomenon of interestChallenges of the full implementation of clinical governanceD -- DesignQualitative studiesE -- EvaluationPerceptions, views, opinions, experiencesR -- Research typeInterviews (semi-structured, in-depth, Delphi technique and focus groups)

Ten databases were searched, including international scholarly ones, such as ISI/Web of Sciences, PubMed/MEDLINE, Embase, PsycINFO, the Cochrane Library, CINAHL and Scopus, as well as Iranian bibliographic thesauri like Barakatns, MagIran and the Scientific Information Database. These databases were searched between January 2009 and May 2018. Reference lists of included studies were assessed to find relevant articles. Google Scholar was also searched for grey literature. The following strategy was used: ("challenges" OR "barriers" OR "problems") AND ("viewpoints" OR "experience" OR "perception") AND implementation AND ("clinical governance" OR "quality improvement") AND Iran AND ("qualitative study" OR "qualitative research" OR "qualitative approach").

Study inclusion and exclusion criteria {#Sec4}
--------------------------------------

Studies were included if devised as original qualitative research, investigating and collecting the views, experiences, opinions and perceptions of participants through interviews, published in peer-reviewed journals, and written in either Persian or English.

Studies were excluded if not designed as qualitative investigations, but devised as conference abstracts, case reports, case series, letters to editor, editorial commentaries, expert opinion, interventional studies and reviews.

Study quality assessment {#Sec5}
------------------------

Two authors (MaB, MAZ) independently assessed the quality and validity of the included studies using the Critical Appraisal Skills Programme (CASP) checklist, composed of 10 questions to help make sense of qualitative research \[[@CR26]\]. In order to ensure the reliability of the study quality assessment, a third author (NLB) independently replicated and confirmed/validated the results. The CASP tool consists of ten questions that address issues such as goals, participant selection process, data collection, analysis, and the role of researchers in the results and ethical issues associated with the published study. Three replies to questions are possible, namely (1) yes, (2) no, and (3) cannot tell.

Data extraction {#Sec6}
---------------

Two authors (NY, TB) independently extracted the following information: surname of the first author, year of publication, geographic location, number of participants, study design and main findings. Any disagreement was resolved through discussion.

Data synthesis and presentation {#Sec7}
-------------------------------

Two authors (MaB, HSS) independently synthesised the data. To analyse and pool the findings of the studies, the Thomas and Harden approach based on thematic analysis was used \[[@CR27]\]. This approach is one of the most common methods for analysing qualitative studies in meta-syntheses, and consists of three stages. In the first stage, all codes of included studies were assessed and coded according to their meaning and content. The codes were encoded without creating a hierarchical structure, but using a line-to-line procedure. This was not a simple translation, because we were able to add new items by encoding \[[@CR28]\]. Secondly, the authors found similarities and differences among the codes, and new codes based on similarities were added to create the final themes. In this phase, a structure of similar codes was created to facilitate the process of extraction of themes. Up to this point, findings were close to the findings of the studies in that the various codes that emerged were still uncombined. In the third stage, based on the insights and judgments of the authors \[[@CR29]\], by going through the content of the studies, the thematic analysis was carried out and the final themes were extracted. In case of disagreement between the two authors, issues were resolve by a third author (NLB) who acted as a judge to reach an agreement on the topic. MAXQDA Version 11 software was used.

Findings {#Sec8}
--------

The initial search yielded 74 studies. After the removal of redundant studies, 39 unique investigations were evaluated. A pool of 23 studies were deemed to be non-related to the scope of the meta-synthesis and were therefore removed. The text of 17 studies was read in full and, finally, 10 studies were selected based on the inclusion and exclusion criteria \[[@CR30]--[@CR39]\]. Figure [1](#Fig1){ref-type="fig"} shows the process of searching and selecting studies.Fig. 1The process of selection of studies

The characteristics of the studies included are shown in Table [2](#Tab2){ref-type="table"}. A total sample of 258 subjects was recruited (range of the study sample size 12--65 individuals), including clinical governance executives and senior managers of teaching hospitals, administrators and clinical staff members (such as nurses, physicians, medical specialists, and laboratory supervisors), and deputies for curative affairs of the Iranian medical universities. Studies were published between 2013 and 2017. Three studies \[[@CR33], [@CR36], [@CR38]\] were carried out in the northern part of Iran (Tehran province), while 5 and 2 studies were performed in the centre \[[@CR30]--[@CR32], [@CR37], [@CR39]\] (Isfahan, Kerman and Yazd provinces) and in the west \[[@CR34], [@CR35]\] (Qazvin and Tabriz provinces) of Iran, respectively. Eight studies conducted semi-structured interviews, 1 study performed focus groups and the remaining studies performed both semi-structured interviews and focus groups. The length of the interview/focus group ranged from 30 to 120 min. From a methodological standpoint, 4 studies utilised a framework method, 3 studies exploited the thematic analysis and the 3 remaining investigations used the content analysis.Table 2Characteristics of included studiesFirst author and referenceYear of publicationLocation (city)Number of participantsType of participantsData collection methodAnalysis methodStudy designDehnavieh \[[@CR30]\]2013Kerman17Clinical governance executives of teaching hospitalsSemi-structured interviews, audio recorded, between 55 and 80 minFramework methodQualitativeKhayatzadeh-Mahani \[[@CR31]\]2013Kerman15Senior managers at teaching hospitalsSemi-structured interviews and focus group discussionThematic analysisQualitativeAtaollahi \[[@CR32]\]2014Yazd12Administrators and staff in the hospital treatment sector of Deputy of Treatment and the teaching hospitalsSemi-structured interviews, audio recorded, 45 minContent analysisQualitativeRavaghi \[[@CR33]\]2014Tehran43Deputies for curative affairs of Iranian medical universitiesSemi-structured interviews, audio recorded, 30 minThematic analysisQualitativeAsefzadeh \[[@CR34]\]2015Qazvin17Senior managers, clinical staff and clinical governance expertsSemi-structured interviews, audio recorded, 44 minFramework methodQualitativeSadeghi-Bazargani \[[@CR35]\]2015Tabriz65NursesFocus group discussions, between 90 and 120 minContent analysisQualitativeZiari \[[@CR36]\]2015Tehran25Nurses, physicians, managers and the personnel of hospitals and Ministry of HealthSemi-structured interviews, audio recorded, between 55 and 84 minThematic analysisQualitativeFerdosi \[[@CR37]\]2016Isfahan13Members of health Deputy Clinical Governance office and some hospitals clinical governance team membersSemi-structured interviews, audio recorded, 45 minContent analysisQualitativeMohaghegh \[[@CR38]\]2016Tehran38Senior managers, medical specialists, nurses, and lab supervisorsSemi-structured interviews, audio recorded, between 45 and 60 minFramework methodQualitativeAskari \[[@CR39]\]2017Yazd13Clinical governance executives and deputy members of clinical governance office in curative affairsSemi-structured interviews, audio recordedFramework methodQualitative

Using the CASP tool, the quality of the studies was evaluated (Fig. [2](#Fig2){ref-type="fig"}). More in detail, studies scored from 6 to 10 points (4 studies obtained 10 points, 1 study scored 9, 2 studies reported 8 points, while 1 and 2 studies scored 7 and 6, respectively).Fig. 2Results of quality assessment

Concerning the thematic analysis, in the first stage, 75 items emerged and were coded, and following comparison of the same codes and their combination, a final set of 32 codes, 8 themes and the most relevant and pertinent quotations were extracted (Table [3](#Tab3){ref-type="table"}).Table 3The themes and subthemes in this studyThemesSubthemesQuotationHealth system structureRules related to clinical governance implementation"*Having an appropriate legislation allows the policy to be implemented in a better and more suitable way. There was a motivation for implementing clinical governance, but there were not many very good laws to guarantee its implementation*" \[[@CR30]\]Formal structure for clinical governance affairs in the governance arrangement of the health system"*When clinical governance began, many managers set up a unit to show their interest in running the program, but the unit's performance was unclear*" \[[@CR31]\]Inter-sectoral collaboration in the health system"*The implementation of clinical governance was left to the hospital staff alone. Cooperation with other parts of the Ministry of Health was also needed to implement this program. For example, the support and procurement of some equipment required the cooperation of other deputies*" \[[@CR33]\]Policy issues"*Over the time, the Ministry of Health was not interested in the implementation of clinical governance. Financial and manpower* \[person-power\] *problems have led the managers to pursue other programs*" \[[@CR31]\]ManagementAdministrator support of clinical governance"*In the hospitals in which managers were interested in the implementation of clinical governance, they supported activities and employees also had a good incentive to provide services. Good results were obtained*" \[[@CR36]\]The commitment of managers to clinical governance"*If they (managers) had the necessary training before running the program, they would surely have had much more support. Employees expected the managers to support the program, but this did not actually happen. Over the time, commitment of managers to run the program has decreased*" \[[@CR32]\]Planning"*Having a clear program in mind is very important. The Ministry of Health expects to achieve the goals quickly with the implementation of clinical governance. The* \[MOHME Ministry of Health and Medical Education\] *should consult all parties to implement the program*" \[[@CR35]\]Change of managers"*In Iran, hospital administrators frequently change. The hospital administrators were planning to implement clinical governance as efficiently as possible. It was a matter of time. But as soon as the manager was close to success, it changed, and with the arrival of the new manager, the staff was faced with a new condition for the implementation of clinical governance*" \[[@CR32]\]Delegation of authority"*Some managers believe that they are doing things better than others. And it\'s better to do all the work themselves. They have a lot of tasks and they have not much time to monitor the program. Because of lack of trust in other employees, this has slowed down the activities*" \[[@CR39]\]Person-powerParticipation in the implementation of clinical governance"*Many employees, including physicians, resist against the implementation of the program. They think that the implementation of this program needs many years to achieve its results. They also consider the implementation of clinical governance as opposed to offering their services*" \[[@CR35]\]Resistance to implementation of clinical governance"*When a new program should be implemented, a lot of people in all parts of the health sector are opposed to its implementation. Many believe that these programs cannot solve the problems*" \[[@CR34]\]High workload"*In addition to my daily activities, I also have services related to clinical governance. I really have no time to do all this and I'm tired*" \[[@CR33]\]Cultural factorsCultural structures governing the health system of Iran"*When there is a change to be made, it should be completely clear to everyone. Really, the need for implementation must be clear to the staff. A few months after the program was implemented, many people asked about the tasks and meaning of clinical governance. One of our problems is that there is no consultation with the staff for implementing a program, and the culture of accepting programs is often not provided for staff*" \[[@CR36]\]Attitude towards clinical governance"*When serious support is not given to health sector programs, employees do not like it, and they do not make much effort to run programs. Indeed, if the authorities were trying to explain the benefits of this program, then surely the staff would have had a positive attitude toward the program*" \[[@CR37]\]The role of other stakeholders in the implementation of clinical governance"*When clinical governance began, many people believed that the implementation of any new program caused more demands from the authorities and, therefore, did not want to cooperate. Moreover, the lack of funding for programs and low motivation has led to a lot of the staff to be strongly critic towards the program*" \[[@CR36]\].Medical error reporting"*Many employees are afraid to report medical errors.*\
*Physicians and nurses, especially physicians, are not likely to report medical errors*" \[[@CR37]\].Information and dataAccess to required information"*With regard to many of the indicators needed to implement clinical governance, we did not have the correct information on the status quo of these indicators. So many programs were not based on reality. The goals that were set were not real*" \[[@CR30]\]Development of health information system"*There is no accurate and interconnected hospital information system with adequate equipment; it is not possible to use a variety of fragmentary data to examine the state of implementation of clinical governance programs*" \[[@CR32]\]Documentation of activities"*Employees were told that clinical governance activities should be documented. Everyone tried to record the services they were doing. But the equipment was not good for this*" \[[@CR36]\]Instructions"*In my opinion, the instructions were very general and ambiguous. If for clinical governance activities the details were correctly stated in the instructions, many of the staff would have been more transparent*" \[[@CR33]\]ResourcesEquipment"*If we want to ensure that clinical governance is implemented in all its dimensions effectively, then there should be various equipment. The hospital was not able to provide all the equipment due to the lack of funds, which greatly affected the correct implementation of the program*" \[[@CR36]\]Human resources"*For the implementation of clinical governance, a special human resources unit should be assigned. All hospitals are facing shortage of manpower. Many people, in addition to carrying out activities related to clinical governance, have to do some other work, and therefore their motivation for doing their work is reduced*" \[[@CR39]\]Financing"*An adequate budget should be considered for the implementation of this program, and all the activities that the staff members provide should be rewarded. Even for the purchase of some items needed for basic patient safety, there was not enough money*" \[[@CR30]\]EducationTeaching programmes"*Many hospital managers do not have much knowledge about clinical governance, and because of this, they have little interest in training the rest of the staff. Training classes should be provided before running this program*" \[[@CR32]\]Clinical governance-related training in medical universities"*If employees who provide health services in their careers receive training in clinical governance goals, their performance will be better*" \[[@CR30]\]Patient knowledge and awareness of clinical governance"*In many hospitals, patients did not know about this program. In some cases, they did not cooperate because they were not aware*" \[[@CR36]\]EvaluationEvaluation criteria"*Evaluators need to be scientifically trained to evaluate the performance of the staff in a transparent manner*" \[[@CR32]\].Issues related to the evaluators"*Each evaluator has his own criteria and applies his own personal views*" \[[@CR37]\]

Health system structure {#Sec9}
-----------------------

### Rules related to clinical governance implementation {#Sec10}

To properly implement a policy, a legislation that facilitates its implementation is needed. Clinical governance was implemented in Iran's health system with appropriate goals and objectives; however, in many cases, the lack of clear and explicit laws caused executive and administrative problems \[[@CR31], [@CR33], [@CR37], [@CR38]\].

### Formal structure for clinical governance affairs in the governance arrangement of the health system {#Sec11}

To better enable the implementation of clinical governance, it is important to define how clinical governance is governed. As such, it would have been of crucial importance to consider the establishment of a formal unit or committee for clinical governance affairs within the MOHME and medical universities and to make all roles and responsibilities clear. Through such structure, employees, with a strong policy and organisational status, would have been more motivated to pay attention to its better implementation due to the use of potential financial benefits and performance enhancement. The absence of such a structure has hindered the full implementation of clinical governance \[[@CR31], [@CR33], [@CR35], [@CR36], [@CR38]\].

### Inter-sectorial collaboration in the health system {#Sec12}

Inter-sectorial collaboration is another important issue. To be effective in improving individual and social health, relevant actors, including health professionals, and other parts of the community should collaborate on a range of activities. Many issues indeed require the participation of various governmental and non-governmental sectors. These organisations can all affect health in a variety of ways. An integrated coordination is a key factor in the concept of primary healthcare and health promotion. Our synthesis showed that all measures of implementing clinical governance were only taken by the MOHME and the remaining stakeholders did not actively participate in clinical governance implementation \[[@CR30], [@CR33], [@CR36], [@CR38]\].

### Policy issues {#Sec13}

The MOHME, as the main promoter of clinical governance implementation, played a major role in this policy. However, many of the steps necessary for implementing this programme were not considered. Clinical governance was initially put on the agenda of the ministry, but over time, this policy was neglected and overlooked and its implementation failed to improve the quality of its services. In addition, healthcare providers' protection has been diminished. Sustainability policies were not considered and, in practice, many programmes were not fully implemented. On the other hand, bureaucracy and paperwork played a major role in the process of clinical governance implementation, which caused many people to be discontented. There was also ambiguity in many executive laws, which created confusion among the stakeholders and made the implementation more challenging. Clinical governance was conceived according to a top-down policy perspective, and lower cadre employees were not involved in the achievement of better performance \[[@CR30], [@CR31], [@CR33], [@CR34], [@CR38]\].

### Administrator support to clinical governance {#Sec14}

Managers play an important role in implementing programmes. However, hospital managers and other health service providers did not accept the implementation of parallel programmes to improve the quality due to the lack of updated policies and absence of clinical governance as a suitable strategy for promotion \[[@CR30], [@CR32]--[@CR34], [@CR36], [@CR38], [@CR39]\].

### The commitment of managers to clinical governance {#Sec15}

Clinical governance implementation requires an important commitment. The negative attitude of managers impeded them from being actively engaged in the programme. In many cases, they simply communicated the instructions to the employees and did not follow them up \[[@CR30], [@CR33], [@CR34], [@CR37], [@CR38]\].

### Planning {#Sec16}

Effective planning for implementing health policy plays a key role in developing and achieving its overall goals. In the planning process, the participation of people involved in the programme in all stages of the design, development, implementation and appraisal of the programme(s) is essential and, for this purpose, identification and communication with the people involved in the programme(s) is important. However, clinical governance planning was carried out by the MOHME alone without collaborations with other stakeholders. Moreover, the whole programme of clinical governance was launched without any pilot implementation, causing considerable inconsistencies during the implementation process \[[@CR30]--[@CR33], [@CR36], [@CR37], [@CR39]\].

### Change of managers {#Sec17}

The rapid change of managers leads to instability and a lack of policy implementation. The new managers, regardless of the performance of the previous administrators and the status of the programme, decided to effectuate major changes in the programme implementation, and thus many employees faced a significant dichotomy in the way the programme was run \[[@CR30], [@CR32], [@CR36]\].

### Delegation of authority {#Sec18}

It seemed that delegating the authority of implementing clinical governance aided the better and faster implementation of the programmes. By doing this, a large part of the activities of the executives was performed by staff and other middle managers. However, due to various reasons (e.g. lack of interest in delegation, fear of losing control, lack of trust), the delegation of authority was not fulfilled \[[@CR32]--[@CR36], [@CR39]\].

Person-power {#Sec19}
------------

### Participation in the implementation of clinical governance {#Sec20}

Involving all employees is essential. Their participation creates a framework for their exposure to the programme and a better understanding of the conditions for their services, and leads to improved performance and reinforcement of the workgroup. Unfortunately, regardless of these benefits, some employees (physicians) had no interest or willingness to work in line with clinical governance. Practically, therefore, the group of effective providers to run the programme was limited \[[@CR30], [@CR32]--[@CR35], [@CR39]\].

### Resistance to implementation of clinical governance {#Sec21}

Not believing in clinical governance as a necessity, having different definitions of the need for clinical governance in different parts of the health sector, not believing in the ability to achieve the set goals, not trusting managers and executives, making changes in the programmes, and conflicts of interest of individuals involved are some the examples of resistance to the implementation of the programme \[[@CR32], [@CR34]--[@CR36]\].

### High workload {#Sec22}

The implementation of a new programme, in addition to other programmes and services already being provided by healthcare workers, has increased their workload. On the other hand, the lack of trust and participation of many staff components, especially physicians, led to a high workload for nurses, resulting in their dissatisfaction \[[@CR30], [@CR32]--[@CR34], [@CR37]\].

Cultural factors {#Sec23}
----------------

### Cultural structures governing the health system of Iran {#Sec24}

Organisational culture plays an important role in the dynamics of a better implementation of policies in the health sector. The organisational culture in Iran has its own complexity and, therefore, has prevented participation in the implementation of clinical governance. The reform of the health system requires a culture that has the ability to cope with the challenges of the new policy and, if necessary, to demonstrate its flexibility. Therefore, there was no supportive organisational culture to be able to properly implement clinical governance in Iran \[[@CR30], [@CR32], [@CR36], [@CR37]\].

### Attitude towards clinical governance {#Sec25}

Unsuccessful implementation of some previous programmes, failure to support policy- and decision-makers, unrealistic expectations about clinical governance goals, ambiguity and inconsistency in the implementation of this policy, and lack of financial funding for employees have prevented staff from having enough incentive to run clinical governance \[[@CR30], [@CR34]--[@CR37]\].

### The role of other stakeholders in the implementation of clinical governance {#Sec26}

Some employees were resistant to the implementation of this programme. This occurred for a variety of reasons, including having different definitions of the need for clinical governance, not believing in the ability to achieve the goals, not trusting managers and executives, making changes to clinical governance, and conflicts of interests of the individuals involved with the programme \[[@CR31], [@CR33], [@CR36], [@CR37]\].

### Medical error reporting {#Sec27}

Medical error reporting is important as it is the basis for maintaining and improving patient safety. Despite the ethical and professional commitment of service providers to reveal and disclose cases of error, the reporting rate among health workers is rather low, since they are afraid of the legal penalties \[[@CR32], [@CR35]--[@CR37]\].

Information and data {#Sec28}
--------------------

### Access to required information {#Sec29}

To properly implement a policy, it is essential to have information about all related issues. Clinical governance implementation in Iran was not properly planned, and there was no information for the staff, people and organisations associated with the programme \[[@CR30], [@CR32], [@CR36], [@CR37]\].

### Development of a health information system {#Sec30}

Health information systems lead to improvement and development in accordance with the needs of users and increase the efficiency and effectiveness of hospitals. Having a good health information system helps many employees to increase accuracy, reduces errors and enables the comprehensive monitoring of processes. One of the great health challenges in Iran is the lack of a complete health information system. Although efforts have been made, they have not been sufficient \[[@CR30], [@CR32], [@CR36], [@CR37]\].

### Documentation of activities {#Sec31}

Documentation of clinical governance processes is considered an essential step in improving the quality of patient care. Documentation helps to make sure that all efforts to provide better care were properly undertaken by the staff. Unfortunately, due to various reasons, including the lack of proper electronic infrastructure and of electronic records and high workload, most processes were not properly documented \[[@CR32], [@CR35]--[@CR37]\].

### Instructions {#Sec32}

Comprehensive instructions have a valuable role in promoting the processes of clinical governance, and guidelines prepared by the Ministry of Health could significantly help to manage the services provided. However, there was a lack of guidelines for many steps of clinical governance, and employees, in some cases, received ambiguous information about providing clinical governance services and did not know how to behave \[[@CR32], [@CR33], [@CR36], [@CR37]\].

Resources {#Sec33}
---------

### Equipment {#Sec34}

The use of physical equipment and infrastructure to implement a policy should be taken into consideration by policy-makers. A proper implementation of clinical governance consists also in the creation of adequate infrastructures for hospitals and other service centres. However, the lack of proper equipment in the health sector has led to problems with the implementation of clinical governance. Additionally, the lack of proper Internet infrastructure, electronic systems, and hospital beds all acted as barriers to the implementation \[[@CR30], [@CR32]--[@CR34], [@CR36], [@CR37], [@CR39]\].

### Human resources {#Sec35}

Good and effective implementation of clinical governance requires adequate human resources. The shortage of nurses and physicians has hindered the implementation of many programmes. The high workload and the attention to the instructions and processes all require sufficient person-power, which should be a priority for policy-makers \[[@CR30], [@CR32]--[@CR34], [@CR36], [@CR37], [@CR39]\].

### Financing {#Sec36}

Dedicated and independent funds for clinical governance in Iran were not considered nor were financial incentives for all employees. Despite the benefits of clinical governance to improve health and reduce the cost of incongruous services, minimal funding was secured for this programme \[[@CR30], [@CR32], [@CR33], [@CR36], [@CR37], [@CR39]\].

Education {#Sec37}
---------

### Teaching programmes {#Sec38}

Many service providers were not aware of the importance of clinical governance and there was a lack of knowledge infrastructure for employees. The staff did not complete the necessary training on clinical governance and the retraining classes were also limited. In the face of a lack of financial resources and high costs, managers were not encouraged to hold classes and raise awareness among staff members \[[@CR30], [@CR32], [@CR37]\].

### Clinical governance-related training in medical universities {#Sec39}

Most physicians, nurses and other staff members were unfamiliar with clinical governance. In the curricula of Iranian medical universities there were no Clinical Governance courses, which could make future practitioners aware of the goals and impact of such programmes \[[@CR30], [@CR32]\].

### Patient knowledge and awareness of clinical governance {#Sec40}

Patients did not know much about clinical governance. Because of their lack of awareness and knowledge, in many cases there was dissatisfaction concerning delivered services. Policy-makers, while planning the implementation of clinical governance, forgot patients as an important part of the programme, and promoted the delivery of services without their cooperation \[[@CR30], [@CR32], [@CR35]--[@CR37]\].

Evaluation {#Sec41}
----------

### Evaluation criteria {#Sec42}

Clinical governance evaluation reduces deviations, and increases the accuracy of operations. The criteria used to evaluate clinical governance in different sectors were in some cases highly unreliable and not standardised, and employees were not able to provide better services due to ambiguities in evaluation criteria \[[@CR32], [@CR36], [@CR37]\].

### Issues related to the evaluators {#Sec43}

Failure to properly evaluate clinical governance-related programmes and their implementation status has caused many problems for employees. Lack of evaluators' knowledge and skills, as well as of consensus among evaluators on how to interpret the results, lack of use of evidence, and of comprehensive guidelines for evaluation led to considerable dissatisfaction among staff members \[[@CR32], [@CR36], [@CR37]\].

Discussion {#Sec44}
==========

This is the first and most comprehensive meta-synthesis examining the challenges of clinical governance in the Middle East, and evaluates the quality of clinical governance-related programmes using the results of qualitative studies conducted in Iran. All health systems seek to improve the quality of services provided, and implement different programmes to provide better conditions for their employees and patients.

Based on our thematic analysis, we found eight main themes as challenges for the implementation of clinical governance in Iran.

Clinical governance and barriers in its implementation {#Sec45}
------------------------------------------------------

In Iran, the seven-axis clinical governance model, which includes the dimensions of clinical efficacy, clinical audit, risk management, patient and community participation, staffing, education, and information use, was implemented \[[@CR40]\]. Based on the findings of the ten included studies, participants believed that the Iranian health sector had attempted to implement clinical governance, yet due to various problems, the goals were not properly achieved. More specifically, clinical governance was not fully implemented due to the lack of guidelines and standardised protocols and the weak organisational culture. Regarding clinical audits, participation of certain groups, such as physicians, was rather low. Because of the high demand for professionals and the real need for services, the work on risk management was impressive. However, despite the high commitment of the MOHME, there were no clear guidelines on this issue. Additionally, there was no extensive training in the field of clinical governance, and the lack of training was particularly felt among the staff. Furthermore, many patients were unfamiliar with this programme. Another issue was the lack of proper development of an information infrastructure and of a suitable platform for using data in clinical governance-related programmes.

Health system structure {#Sec46}
-----------------------

One of the challenges of clinical governance implementation concerned the structure and the status of the health system. Appropriate implementation of policies requires attention and consideration of a series of factors such as equipment, personnel, training, and processes \[[@CR41]--[@CR43]\]. The examination of clinical governance documents indicates the existence of an implementation programme, whereas there was little evidence of the existence of strategies to properly achieve it \[[@CR31]\].

The health status of many developing countries such as Iran is still not sustainable due to persistent conflicts between policy- and key decision-makers, decisions that are not evidence informed or based, and the adoption of short-term perspectives, among other factors. As a result, such issues represent serious challenges to the implementation of programmes \[[@CR18], [@CR44]\].

Management {#Sec47}
----------

Clinical governance implementation to improve the quality of services provided should be the main goal for staff members. Nevertheless, some employees found the policy goals confusing, ambiguous and inconsistent due to low participation in policy-making process, lack of awareness of the importance of clinical governance and reluctance in participating in programmes that have no clear prospects \[[@CR45], [@CR46]\]. The role of physicians can be crucial in achieving the goals of clinical governance \[[@CR47]\]; therefore, successfully improving their participation rate seems necessary \[[@CR48], [@CR49]\]. Various studies have shown that, due to their negative attitudes and their lack of support to quality programmes, little success has been achieved \[[@CR50], [@CR51]\].

The attitudes, values and behaviours of the employees are heavily influenced by the organisational culture, and the management team plays an important role in shaping attitudes towards clinical governance. Hence, the selection and appointment of managers who believe in change and consider clinical governance as an appropriate policy for improving quality will enhance organisational excellence and create a positive attitude towards this policy \[[@CR52], [@CR53]\].

An inadequate, non-supportive organisational culture is a major obstacle to achieving a continuous improvement in the quality of healthcare; such an organisational culture may arise due to doubts about the predicted benefits of clinical governance and its consideration as an imposed plan. Such factors could lead to timewasting by staff, inappropriate office formalities, bureaucracy and paperwork, and unnecessary meetings \[[@CR54]\].

Person-power {#Sec48}
------------

Despite the fact that a large number of future practitioners are being trained annually, the Iranian Ministry of Health faces a shortage of human resources due to the lack of funds to hire the required people \[[@CR55]\]. The lack of sufficient person-power and higher workloads have caused the discontent of many employees, leading to a reduced quality of services provided to patients \[[@CR56]\]. The challenge of a shortage of person-power for implementing clinical governance was observed in many Iranian hospitals \[[@CR33]\]. Various studies showed that managers need sufficient human resources to establish a proper system of clinical governance \[[@CR45], [@CR57]\].

Cultural factors {#Sec49}
----------------

Cultural factors were another fundamental challenge in improving the quality of health services \[[@CR58]\]. One of the factors of resistance to change is the lack of familiarity with clinical governance programmes \[[@CR33]\]. Culture is an important issue in all health sectors, and if we can persuade people, it will play an important role in achieving the goals of improving health services and implementing clinical management \[[@CR30], [@CR59]\]. Therefore, in order to implement a policy, cultural infrastructure must first be considered and, with appropriate activities in this regard, we must change the attitudes and behaviour of the people involved in favour of its proper implementation \[[@CR60]\].

Information and data {#Sec50}
--------------------

A good health information system improves performance and decision-making and also plays an important role in delivering patient information and records to service providers in decision-making \[[@CR61]\]. It also accelerates the care and treatment processes, improves quality, increases patient satisfaction and reduces costs \[[@CR62]\]. One of the key infrastructures for implementing Clinical Governance is the existence of a strong information system for recording and monitoring processes. The problems of inadequate software and hardware, lack of familiarity with the systems and of proper feedback by the system to implement processes were among the issues that made employees unable to take advantage of the new programme \[[@CR63]\]. The Ministry of Health has made extensive efforts to create this infrastructure, but this remains insufficient \[[@CR64]\].

Resources {#Sec51}
---------

Implementing a policy requires proper facilities, such as person-power, effective equipment and adequate funding \[[@CR65], [@CR66]\]. If sustainable resources are not allocated, hospitals will have serious problems to continue service \[[@CR67]\]. In this case, wage payment will face long-term delays, and the dissatisfaction among staff members will increase, leading to poor quality of services delivered \[[@CR68]\]. The co-operation and support of many people who ensure the implementation of a policy is directly related to appropriate financial resources and therefore adequate and sustainable funding for implementation of a policy needs to be taken into account \[[@CR69]\]. The health sector in Iran is heavily dependent on governmental funds. On the other hand, it is not possible for the government to meet all the financial needs of this sector, and therefore the lack of financial resources for implementing clinical governance has created many issues \[[@CR66]\].

Education {#Sec52}
---------

Training is appropriate for all people involved in the implementation of clinical management \[[@CR65]\]. However, health workers received little training on this policy. Employees were complaining of a lack of proper knowledge \[[@CR30], [@CR33]\]. Patients also had little information on clinical governance, and therefore awareness among individuals was not appropriate \[[@CR32], [@CR38]\]. Education related to the quality and safety of health services can have a good impact on its improvement \[[@CR70]\]. For clinical governance, students in medical universities need to receive the necessary training in this regard.

Evaluation {#Sec53}
----------

The lack of appropriate frameworks for evaluating policies has created many issues for employees involved in clinical governance programmes. In a study by Mohaghegh et al. \[[@CR38]\], problem solving, proper examination of documentation, observation of clinical practice and constructive feedback by evaluators were demonstrated to have a good effect in improving the quality of services. On the other hand, the composition of the appraisal team requires major changes, and based on the views of many employees, the evaluation should be performed by a team with a good understanding of clinical governance issues and good management skills. In some studies, the use of teams including physicians, nurses and other healthcare professionals has been emphasised as necessary for a proper evaluation \[[@CR61], [@CR71]\].

Comparison with other studies {#Sec54}
-----------------------------

Our findings are comparable with those of other available studies \[[@CR56], [@CR72]--[@CR74]\] addressing the challenges of clinical governance implementation in other countries, such as the United Kingdom. According to these studies, barriers to a proper implementation of clinical governance-related programmes are (1) inadequate organisational culture, resistant to change and with poor support from management, (2) negative attitudes of employees, (3) inadequate understanding, insufficient skills and knowledge, (4) lack of time and high workload, (5) lack of adequate funding and resources, and (6) lack of access to information due to inadequate information technology systems.

Strengths and limitations {#Sec55}
-------------------------

The present investigation has some strengths, including the a priori registered study protocol, its methodological rigor, transparency and reproducibility, and the systematic and comprehensive literature search carried out on ten scholarly databases.

However, this study suffers from some limitations, including the fact that assessment of the challenges of the clinical governance implementation was not performed in many Iranian provinces. Furthermore, few studies were conducted on patients' views.

Conclusion {#Sec56}
==========

This meta-synthesis was conducted to dissect the challenges of implementing clinical governance in Iran in order to provide policy- and decision-makers with an updated, objective synthesis. Recognising and responding to these challenges can help them to better implement healthcare policies. Clinical governance can play an important role in improving the quality of services delivered to patients, and service providers can also better assess their services. Working in a safe and high-quality system for providers is also a good incentive. Raising awareness of managers and staff, making them more supportive to policies, and providing education to all stakeholders involved as well as patients can make this policy plan more effective in Iran.

Additional file
===============
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CASP

:   Critical Appraisal Skills Programme

MOHME

:   Ministry of Health and Medical Education

SPIDER

:   Sample, Phenomenon of Interest, Design, Evaluation, Research type
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